https://vnras.com/drug

(WHO)
GMP

T® HUGNG DAN SU DUNG THUOC

XONATRIX

Poc ky huéng dén st dung trude khi dung. DE xa tém tay tré em.
Théng béo ngay cho bac sy hodc dugce sy nhiing tac dung khéng
mong mudn gap phai khi sitdung thudc.

THONG TIN DANH CHO BENH NHAN

THANH PHAN
M&i vién nén bao phim XONATRIX chia:
Fexofenadin HCl ........ccccovveninenenns 60 mg.

T4 dugc: Lactose monohydrat, cellulose vi tinh thé, povidon, talc, silicon dioxyd, magnesi stearat,
croscarmellose natri, HPMC E6, titan dioxyd, PEG 4000, bofy sorbat 80, ddu thdu ddu, mau tartrazin
yellow, mau erythrosin.

M&i vién nén bao phim XONATRIX-120 chufa:

Fexofenadin HCl ......ccoovviinniinnnnnns 120 mg.

T4 dugc: Lactose monohydrat, cellulose vi tinh thé povidon, talc, silicon dioxyd, natri lauryl sulfat,
magnesi stearat, croscarmellose natri, HPMC E6, titan dioxyd, PEG 4000, polysorbat 80, ddu thdu
ddu, mau erythrosin lake, mau tartrazin.

M&i vién nén bao phim XONATRIX FORTE chua:

Fexofenadin HCl ........cccovieininnianns 180 mg.

T4 duoc: Lactose monohydrat, cellulose vi tinh thé povidon, talc, silicon dioxyd, magnesi stearat,,
croscarmellose natri, natri lauryl sulfat, hydroxypropylmethylcellulose, titan dioxyd, polyethylen
glycol 6000, oxyd sdt ndu.

Mé ta san phdm:
XONATRIX: Vién nén dai, bao phim mau héng nhat, mét mat c6 dap logo & , mit kia c6 dap

gach ngang.
XONATRIX-120: Vién nén dai, bao phim mau héng nhat, mdt mét c daplogo &7, mét kia c6 dap

gach ngang.
XONATRIX-FORTE: Vién nén dai, bao phim mau ndu nhat, mét mat c6 dap logo &, mét kia c6

dép gach ngang.
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Quy céch déng goi:
Hép 3 vi x 10 vién.
Hop 10 vi x 10 vién.

Thuéc diing cho bénh gi?

San phdm XONATRIX chifa thanh phén chinh cé tac dung dugc ly la fexofenadin, 13 mét thudc
khang histamin thé hé 2, d6i khéng thy thé H1.

Fexofenadin dugc diing dé diéu tri triéu ching trong viém mai dj ing theo mua, may day man
tinh vé can & ngudi I6n va tré em trén 6 tudi. .

Nén diing thudc nay nhu thé nao va liéu lugng?
Luén dung thudc chinh xéc nhu hudng dén clia bac sy hoac dugc sy. Néu ban chua rd, hay hoi
lai cho chdc chdn.

Thu6c diing duding uéng. Khéng udng véi nudc hoa qua (cam, budi, to). Thoi diém ubng thudc
khong phu thudc vao bira an, nhung khong dugc udng qué gén (trong 15 phut) véi cac thubc
khang acid chifa magnesi va nhom.

Viém mai dj ing:

Liéu théng thudng dé diéu tri triéu ching cho ngudi 16n va tré em trén 12 tudi la 60 mg x 2 lan/
ngay hodc 180 mg, udng 1 1dn/ ngay.
May day man tinh v6 can:

Liéu théng thudng cho ngudi I6n va tré em tif 12 tudi trd Ién la 60 mg x 2 ldn/ ngay hodac 180
mg, udng 11an/ ngay.
Ngudi gia va suy than:
Tré em tir 12 tudi trds 1én va ngudi 16n bi suy than, ngudi cao tudi: Nén tham khao y kién bac sy
trudc khi diing thudc. C6 thé bt ddu diéu tri vai liéu 60 mg uéng 1 I&n/ ngay, diéu chinh liéu
theo chiic nang than.

Khi nao khéng nén diing thudc nay?
Khéng nén dung thudc nay néu ban man cadm véi fexofenadim, terfenadin hodc vdi bat cur

thanh phan nao clia thuéc.

Téc dung khéng mong muén
Nhu céc thuc khac, XONATRIX c6 thé gdy tac dung khéng mong mudn, nhung khéng phai ai

cling gap phai.

Khé thd, khd khe, tic nguc, ngda ngéy, phéat ban, sung phu. Cac phén ung di ing néy hiém ga
khi str dung thuéc.

Cdc tdc dung khéng mong mudn khdc:

Thudng gap: Buén ngl, mét mdi, dau déu, mét ngl, chong mat; Budn non, khé tiéu; D&
nhi&m virus (cdm, ctim), dau bung trong ky kinh nguyét, dé bi nhiém khudn hé hép trén, ngu
hong, ho, s6t, viém tai gifa, viém xoang, dau lung.

ft gap: Sg hai, réi loan gidc ngl, & méng; Khé miéng, dau bung; Mét moi.

Hiém gap: Ban, may day, ngtfa; Phi mach, tic nguc, kho thé, dd biing, choang phan veé.
Chua ré tén sudt: Nhip tim nhanh, danh tréng nguc; Tiéu chay.
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Thudc ¢6 thé gdy ra cdc tdc dung khéng mong muén khdc. Théng bdo cho bdc sy nhiing tdc dung
khéng mong mudn gap phdi khi st dung thudc.

Nén tranh dung nhitng thudc hodc thuc phdm gi khi dang st dung thudc nay?

Mét s6 thubc c6 thé tuong tac vdi fexofenadin nén phai théng béo cho bac sy hodc dugc sy clia
ban vé tat ca cac loai thuéc ma ban dang st dung, bao gém ca cac thudc ké don hodc khong ké
don, cic vitamin hoac thuéc ti dugc liéu.

Cdc thudc c6 thé tuong tdc véi fexofenadin:

= Erythromycin, ketoconazol.

- Verapamil, cac chat Uc ché p-glycoprotein.

- Cac thudc khang acid chifa nhém, magnesi.

- Rugu, céc chat an than hé than kinh trung uong, cac chat khang cholinergic.

- Cac chét (e ché acetylcholinesterase (& than kinh trung uong), betahistin.

- Amphetamin, cac chat khang acid, rifampin.

Nuéc hoa qua (cam, budi, téo) c6 thé lam gidm sinh kha dung clia fexofenadin tdi 36%. Tranh
dung fexofenadin vdi con ethylic (rugu) vi lam tdng nguy co an than (ngu).

Cén lam gi khi mét 1an quén khéng dung thudc?
Néu ban quén khéng dung 1 liéu, bd qua liéu da quén va dung thudc theo dung lich trinh ca.
Khéng uéng gap doi liéu.

Cén bdo quan thudc nay nhu thé nao?

Gilr thuéc trong bao bi géc clia nha san xudt, day kin,

DE thudc nai khé rdo, tranh anh sang, nhiét d6 khéng quéa 30°C, va ngoai tim vdi clia tré em.
Khong st dung thudc sau ngay hét han in trén bao bi (hép va vi thudc).

Nhiing déu hiéu va triéu ching khi ding thudc qua liéu

Dung thuéc chinh xdc nhu huéng dan clia bac sy. Néu vé y dung qua liéu, ban cé thé bj: Buén
ngu, chéng mat, khé miéng. Néu ban dung thudc nhiéu hon chi dan, ngung dung thudc va lién
lac ngay vdi béc sy hoac trung tam y té gan nhat.

Can phai lam gi khi dung thudc qua liéu khuyén cao?

Ngung dung thudc va lién lac ngay védi bac sy hodc trung tam y té€ gén nhat.

Mang theo vién thuéc cung véi bao bi dé bac sy biét ban da uéng thudc gi va cé bién phap x
"Iy kip thoi.

Nhing diéu can than trong khi ding thudc nay

Truéc khi ding thuéc ndy, théng bdo cho bdc sy néu ban ¢c6 nhing vdn dé sau:

- Ban bj suy gan, suy than.

- Dinh strdung thuéc cho tré em, hodc ngudi cao tudi.

- Can ngting fexofenadin it nhét 24 - 48 gid trudc khi tién hanh céc thi nghiém khang nguyén

tiém trong da.

- Ban bi bénh vdy nén: Dung fexofenadin lam bénh vdy nén nang lén.

- Pang dung cac thudc khang histamin, da ting bj hodc dang bj bénh vé tim mach.,

Sdn phdm XONATRIX c6 chua lactose. Néu ban khéng dung nap mét loai dudng nao dé, hay

théng bao cho béc sy.
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Dang bao ché khéng phu hap véi liéu chi dinh cho tré em dudi 12 tudi. Khong dung thu6c nay
cho d6i tugng trén.

Phuni thai hodccl »

Néu ban dang cho con bu, dang mang thai, hoac nghi r4ng minh dang mang thai, hodc du dinh
¢6 thai, hay hoi y kién bac sy hodc dugc sy truéc khidiung thuéc.

Ldi xe va vn hanh mdy méc

Thudc nay khéng anh huéng hodc c6 anh hudng nhe trén kha nang lai xe va van hanh mdy moc.
Hau hét ngudi duing thuéc & liéu diéu tri khong bi buén ngu. Tuy nhién, do dép Ung clia mdi ca
nhan khac nhau, ban khéng nén thuc hién cac cdng viéc can tap trung cao d6 nhu l3i xe hoac
van hanh may méc, cho dén khi xac dinh chéc chdn minh ¢6 bi anh hudng hay khéng.

‘ Khi nié can tham van bac sy, dugcsy?

C4n lién lac ngay vdi bac sy hodc trung tam y té gan nhét khi dung thudc qua liéu chi dinh.
Théng thuding, bao gid ciing phai hoi y kién bac sy hoac dugc sy trucc khi dung bét ky thudc
nao khi dang mang thai hodc cho con ba.

Théng bdo ngay cho bac sy hodc dugc sy nhiing téc dung khéng mong mudn gap phai khi sif
dung thudc.

Né&u cin thém théng tin xin hdi y kién bac sy hodc dugc sy.

Han dung ciia thudc: 36 thang ké tif ngay san xudt.
THONG TIN DANH CHO CAN BO Y TE

PAC TINH DUQC LUCHOC:

Nhém dugc ly: Khang histamin thé hé 2, d6i khang thu thé Hi, ma ATC: RO6AX26.

Fexofenadin I3 thudc khang histamin thé hé hai, c6 tac dung déi khang dac hiéu va chon loc
trén thu thé Hi ngoai vi. Thudc la mot chat chuyén héa c6 hoat tinh ctia terfenadin, cing canh
tranh v6i histamin tai cac thu thé Hi & dudng tiéu héa, mach mau va dudng hé hadp, nhung
khong con doc tinh déi véi tim do khéng uc ché kénh kali lién quan d&n sy tai cyc té bao co tim.
Fexofenadin khdng c6 téc dung dang ké déi khang acetylcholin, d6i khang dopamin va khong
c6 tac dung Uc ché thu thé alpha, hoac beta-adrenergic. & liéu diéu tri, thudc khéng gdy ngu
hay anh hudng dén than kinh trung wong. Thudc c6 tac dung nhanh va kéo dai do thudc gan
cham vao thu thé Hy, tao thanh phtc hop bén viing va tach ra cham.

PAC TINH DUQC DONG HOC:

Thudc hap thu tét khi dung dudng udng va bat ddu phat huy tac dung sau
khi udng 60 phut. Néng dé dinh trong méu dat dugc sau 2 -3 gid. Thic an
giau chit béo 1am gidm néng d6 dinh trong huyét tuang khoang 17% va
kéo dai thai gian dat ndng dd dinh clia thudc (dén khodng 4 gid). Tac dung
khéng histamin kéo dai hon 12 gio.

Ti 1& lién két véi protein huyét tuong clia thudc la 60 - 70%, chu yéu vdi
albumin va alphal-acid glycoprotein. Khong ré thuéc c6 qua nhau thai

hoac bai tiét vao sifa me hay khong, nhung khi dung terfenadin da phat
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hién duoc fexofenadin 1a chat chuyén héa cla terfenadin trong sira me.
Fexofenadin khéng qua hang rao mau - nao, Fexofenadin rét it bi chuyén
héa (khodng 5%, chi yéu & niém mac rudt. Chi c6 khoang 0,5 - 1,5% dugc
chuyén héa & gan nhd hé enzym cytochrom Paso thanh chét khéng c6 hoat
tinh). Khodng 3,5% liéu fexofenadin chuyén héa qua pha Il (khdng lién quan
dén hé enzym cytochrom Paso) thanh dan chat methyl este. Chat chuyén héa
nay chi thdy & trong phén nén cé thé c6 sy tham gia clia cac vi khudn dudng
rudt vao chuyén héa nay. Thai gian ban thai ctia fexofenadin khodng 14,4
gity, kéo dai hon (31 - 72%) & ngudi suy than. Thuc thai trif chll yéu qua phan
(x4p xI 80%) va nudc tiéu (11 - 12%) dudi dang khéng ddi.

Dugc déng hoc & ngudi suy than:

Clcr 41 - 48 mL/ phut: Néng dé dinh cao hon 879%, thai gian ban thai dai hon 59%.

Cle, 11 - 40 mL/ phat: Néng d6 dinh cao han 1119%, thdi gian ban thai dai hon 72%.

Cler < 10 mL/ phat (& ngudi dang thuc hién thdm phan): Néng d6 dinh cao han 82% va thai gian
ban thai dai hon 31% so véi ngudi khde manh.

Loai bé bang thdm phan mau khéng hiéu qua.

CHI DINH:

Fexofenadin dugc chi dinh dung diéu trj triéu chiing trong viém mdi di (ng theo mua, may day
man tinh vé cin & ngudi I6n va tré em trén 6 tudi.
LIEU DUNG - CACH DUNG: =T R
Thuéc dung dudng udng. Khéng udng véi nudc hoa qua. Thai diém udng thudc khdng phu
thudc vao bifa an, nhung khéng dugc uéng qué gan (trong 15 phit) véi cac thuée khéng acid
chia magnesi va nhém.

Viém mai di ing:

Liéu théng thudng dé diéu tri triéu chiing cho ngudi I16n va tré em trén 12 tudi la 60 mg x 2 1an/
ngay hodc 180 mg, uéng 1 ldn/ ngay.

Tré em dudi 12 tudi: Dang bao ché khéng phu hgp vai liéu chi dinh.

May day man tinh vé cén:

Liéu théng thudng cho ngudi 16n va tré em tir 12 tudi trd Ién |a 60 mg x 2 18n/ ngay hodc 180
mg, udng 1 lan/ ngay.

Tré em dudi 12 tudi: Dang bao ché khéng phi hgp véi liéu chi dinh.

Ngu®i cao tudi va suy than:

Tré em tir 12 tudi trd 1én va ngudi 16n bi suy than, ngudi cao tudi: Bat ddu dung tif liéu 60 mg
uéng 1 18n/ ngay, diéu chinh liéu theo chifc nang than.

Tré em duéi 12 tudi: Dang bao ché khéng phi hgp véi liéu chi dinh.

CHONG CHI DINH:
Min cim vdi fexofenadin, terfenadin, hodc bat ci thanh phdn nao clia thube.

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:
Cén than trong va diéu chinh liéu thich hop khi ding thubc cho ngudi cé chic nang than suy
gidm vi néng d6 thuéc trong huyét tuong ting do thdi gian ban thai kéo dai. Can than trong khi



- duUngInuoc cho nguai cao tudl (tren 65 tuol) thudng co suy giam sinh ly chic nang than.
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Can ngimng fexofenadin it nhat 24 - 48 gi& trudc khi tién hanh céc thir nghiém khdng nguyén

tiém trong da.

Dung fexofenadin lam bénh vdy nén nang lén.

Céc thudc khdng histamin c6 thé gy tac dung khéng mong muén: tim dap nhanh, danh tréng

nguc. Than trong cho ngudi ¢é tién st hodc dang bi bénh vé tim mach.

XONATRIX c6 chifa lactose monohydrat, bénh nhan bij réi loan dung nap galactose, thiéu hut

Lapp lactase hodc r6i loan hép thu glucose-galactose khéng nén st dung.

St dung cho phu nif ¢6 thai va cho con bu:

Thai ky mang thai

Do chua c6 nghién ciu ddy di trén ngudi mang thai, nén chi ding fexofenadin cho phu nd

mang thai khi lgi ich cho me vuot tréi nguy co déi véi thai nhi.

Théi ky cho con b

Khéng r6 thudc c6 bai tiét qua sira hay khéng, dis chua thiy tac dung khéng mong muén & tré

sd sinh khi ba me cho con b dung fexofenadin, vi vdy can than trong khi dung fexofenadin cho

phu nit dang cho con ba.

Anh huéng clia thudc d6i véi cong viéc (ngudsi van hanh méay méc, dang lai tau xe, ngudi lam

vigc trén cao va céc trudng hop khéc):

Tuy fexofenadin it gay buén ngt, nhung van can thin trong khi l3i xe hodc diéu khién may méc

dodi hoi phai tinh tao.

TUONG TAC CUA THUGC V01 CAC THUGC KHAC VA CACLOAI TUONG TAC KHAC:
Fexofenadin khong chuyén héa qua gan do d6 khéng c6 tuong tic véi _céc thudc khac chuyén
héa qua gan.

Erythromycin va ketoconazol lam tang néng dé fexofenadin trong huyét tuong nhung khéng
lam thay déi khoang QT.

Néng do fexofenadin c6 thé bj tang do erythromycin, ketoconazol, verapamil, cac chét (c ché
p-glycoprotein. "

Khéng thdy c6 tuong tac giifa fexofenadin va omeprazol. Khéng diing dng thai fexofenadin
v6i céc thubc khdng acid chita nhdm, magnesi vi sé& lam gidm hap thu fexofenadin.
Fexofenadin c6 thé lam tang néng dé cdn, cac chat an than hé than kinh trung uong, cic chat
khédng cholinergic.

Fexofenadin cé thé lam gidm néng dd céc chét uc ché acetylcholinesterase (& thin kinh trung
uvong), betahistin.

Fexofenadin c6 thé bi gidm néng d6 béi cac chét uc ché acetylcholinesterase (& thin kinh trung
uong), amphetamin, cac chat khang acid, nuéc ép qua budi, rifampin.

Nudc hoa qua (cam, budi, téo) c6 thé lam gidm sinh kha dung clia fexofenadin t6i 36%. Tranh
dung fexofenadin véi c6n ethylic (rugu) vi lam ting nguy co an than (ngu).

TAC DUNG KHONG MONG MUON:

Trong céc nghién clu 1am sang c6 kiém soét, ti 1& g3p tac dung khéng mong mudn & nhém
ngudi bénh dung fexofenadin tuong tu nhém dung placebo. Céc tic dung khéng mong mudn
ctia thudc khéng bi anh huéng béi liéu ding, tudi, gidi va chiing téc ciia bénh nhan.,
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Thudng gdp, 1/100 < ADR < 1/10

Thén kinh: Buén ngtl, mét méi, dau ddu, mat ngu, chéng mat.

Tiéu héa: Budn nén, kho tiéu.

Khéc: D& bj nhiém virus (cdm, cim), dau bung trong ky kinh nguyét, d& bi nhiém khudn hé hdp
trén, ngfa hong, ho, sét, viém tai gidfa, viém xoang, dau lung.

It gdp, 1/1.000 < ADR < 1/100

Thén kinh: S¢ hai, réi loan gidc ngl, 4 méng.

Tiéu héa: Khé miéng, dau bung.

Toan than: Mét moi.

Hiém gdp, 1/10.000 < ADR < 1/1.000

Da: Ban, may day, ngufa. R

Phan (ting qua man: Phi mach, tuc nguc, khé thé, dé bing, chodng phan vé.

Chua ré tdn sudt

Tim mach: Nhip tim nhanh, danh tréng nguc.

Tiéu héa: Tiéu chay.

Thudc cé thé gay ra cdc tdc dung khéng mong mudn khdc. Théng bdo cho bdc sy nhiing tdc dung
khéng mong muén gdp phdi khi sir dung thuéc.

Huéng din céch xir tri ADR

ADR ctia thudc thudng nhe, chi 2,29 ngudi bénh phai ngiing thuéc do ADR cuia thudc.

QUA LIEU VA XU TRI:

Thoéng tin vé doc tinh cdp cla fexofenadin con han ché. Tuy nhién, buén ngu, chéng mat, khd
miéng da dugc béo cao.

Xt trf: St dung céc bién phap théng thudng dé loai bé phéan thudc con chua dugce hip thu &
&ng tiéu hoa. Diéu tri hd trg va diéu tri triéu ching.

Th4m phan méau [am gidm néng dé thudc trong mau khdng dang ké (1,7%). Khong c6 thube
giai doc dac hiéu.

Diéu kién bao quan: Noi khé rdo, trénh &nh séng, nhiét d¢ khdng qué 30°C,

Han diing cia thudc: 36 thang ké tif ngay san xuét.

NGAY XEM XET SUA ©61, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG THUGC:
12/02/2020
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TEN, DIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:




